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Sec. 1107. Notice of use of an investigational new drug or a drug
unapproved for its applied use

- STATUTE-

(a) Notice Required. - (1) Wenever the Secretary of Defense
requests or requires a nenber of the armed forces to receive an

i nvestigational new drug or a drug unapproved for its applied use,
the Secretary shall provide the nenber with notice containing the
i nformati on specified in subsection (d).

(2) The Secretary shall also ensure that health care providers

who admi ni ster an investigational new drug or a drug unapproved for
its applied use, or who are likely to treat nenbers who receive
such a drug, receive the information required to be provi ded under
par agraphs (3) and (4) of subsection (d).

(b) Tinme of Notice. - The notice required to be provided to a
menber under subsection (a)(1) shall be provided before the

i nvestigati onal new drug or drug unapproved for its applied use is
first admnistered to the nenber

(c) Formof Notice. - The notice required under subsection (a)(1)
shall be provided in witing.

(d) Content of Notice. - The notice required under subsection
(a)(1) shall include the follow ng:

(1) Cdear notice that the drug being admnistered is an

i nvestigational new drug or a drug unapproved for its applied
use.

(2) The reasons why the investigational new drug or drug
unapproved for its applied use is being adm ni stered.

(3) Information regarding the possible side effects of the

i nvestigati onal new drug or drug unapproved for its applied use,

i ncl udi ng any known side effects possible as a result of the
interaction of such drug with other drugs or treatnents being
adm ni stered to the nenbers receiving such drug.

(4) Such other information that, as a condition of authorizing
the use of the investigational new drug or drug unapproved for
its applied use, the Secretary of Health and Human Servi ces may
require to be disclosed.

(e) Records of Use. - The Secretary of Defense shall ensure that
the nedi cal records of nmenbers accurately docunent -

(1) the receipt by nenbers of any investigational new drug or
drug unapproved for its applied use; and

(2) the notice required by subsection (a)(1).

(f) Limtation and Viver. - (1) In the case of the

adm ni stration of an investigational new drug or a drug unapproved
for its applied use to a nenber of the arnmed forces in connection
with the menber's participation in a particular mlitary operation,



the requirenment that the nmenber provide prior consent to receive
the drug in accordance with the prior consent requirenent inmposed
under section 505(i)(4) of the Federal Food, Drug, and Cosnetic Act
(21 U.S.C 355(i)(4)) may be waived only by the President. The
President may grant such a waiver only if the President deternm nes,
in witing, that obtaining consent -

(A) is not feasible;

(B) is contrary to the best interests of the menber; or

(C is not inthe interests of national security.

(2) I'n making a deternination to waive the prior consent
requirement on a ground described in subparagraph (A) or (B) of
paragraph (1), the President shall apply the standards and criteria
that are set forth in the rel evant FDA regul ati ons for a waiver of
the prior consent requirenment on that ground.

(3) The Secretary of Defense may request the President to waive
the prior consent requirenment with respect to the adm nistration of
an investigational new drug or a drug unapproved for its applied
use to a menber of the arned forces in connection with the nmenber's
participation in a particular nmilitary operation. Wth respect to
any such administration -

(A) the Secretary may not del egate to any other official the
authority to request the President to waive the prior consent
requi rement for the Departnent of Defense; and

(B) if the President grants the requested waiver, the Secretary
shall submit to the chairman and ranking mnority nenber of each
congressi onal defense conmttee a notification of the waiver
together with the witten determ nation of the President under
paragraph (1) and the Secretary's justification for the request

or requirenment under subsection (a) for the menber to receive the
drug covered by the waiver

(4) In this subsection:

(A) The term''relevant FDA regul ations'' neans the regul ations
promul gat ed under section 505(i) of the Federal Food, Drug, and
Cosnetic Act (21 U . S. C. 355(i)).

(B) The term''prior consent requirenent'' means the

requirenment included in the relevant FDA regul ati ons pursuant to
section 505(i)(4) of the Federal Food, Drug, and Cosnetic Act (21
U S C 355(i)(4)).

(C The term''congressional defense cormittee'' neans each of

the foll ow ng:

(i) The Conmittee on Arned Services and the Conmittee on
Appropriations of the Senate.

(ii) The Committee on National Security and the Conmittee on
Appropriations of the House of Representatives.

(g) Definitions. - In this section

(1) The term''investigational new drug'' neans a drug covered

by section 505(i) of the Federal Food, Drug, and Cosnetic Act (21
U S C 355(i)).

(2) The term''drug unapproved for its applied use'' neans a

drug adm nistered for a use not described in the approved

| abeling of the drug under section 505 of the Federal Food, Drug,
and Cosnetic Act (21 U. S.C. 355).



- SOURCE-

(Added Pub. L. 105-85, div. A title VII, Sec. 766(a), Nov. 18,
1997, 111 Stat. 1827; anended Pub. L. 105-261, div. A title VI
Sec. 731(a)(1l), (b), Qct. 17, 1998, 112 Stat. 2070, 2071.)

- M SC1-

AVENDMVENTS

1998 - Subsec. (b). Pub. L. 105-261, Sec. 731(b)(1), struck out
"', if practicable, but in no case later than 30 days after the
drug is first adninistered to the nmenber'' after ''administered to
t he nenber''.

Subsec. (c). Pub. L. 105-261, Sec. 731(b)(2), struck out ''unless
the Secretary of Defense determ nes that the use of witten notice
is inpractical because of the nunmber of nenbers receiving the

i nvestigati onal new drug or drug unapproved for its applied use,
time constraints, or simlar reasons. If the Secretary provides
noti ce under subsection (a)(1l) in a formother than in witing, the
Secretary shall subnmit to Congress a report describing the
notification nmethod used and the reasons for the use of the
alternative nethod'' after ''provided in witing '.

Subsecs. (f), (g). Pub. L. 105-261, Sec. 731(a)(1l), added subsec.
(f) and redesignated former subsec. (f) as (Q).

- CHANGE-

CHANGE OF NAME

Comm ttee on National Security of House of Representatives

changed to Committee on Arnmed Services of House of Representatives
by House Resolution No. 5, One Hundred Sixth Congress, Jan. 6,
1999.

-M SC4-

EFFECTI VE DATE OF 1998 AMENDVENT

Pub. L. 105-261, div. A title VIl, Sec. 731(a)(2), Cct. 17,

1998, 112 Stat. 2071, provided that: ''Subsection (f) of section
1107 of title 10, United States Code (as added by paragraph (1)),
shall apply to the adninistration of an investigational new drug or
a drug unapproved for its applied use to a nmenber of the Arned
Forces in connection with the nenber's participation in a
particular mlitary operation on or after the date of the enactnent
of this Act (Cct. 17, 1998)."'

WAl VERS OF REQUI REMENT FOR PRI OR CONSENT GRANTED BEFORE OCTOBER 17,
1998

Pub. L. 105-261, div. A title VIl, Sec. 731(a)(3), Cct. 17,

1998, 112 Stat. 2071, provided that: ''A waiver of the requirenent
for prior consent inposed under the regul ations required under

par agraph (4) of section 505(i) of the Federal Food, Drug, and
Cosnetic Act (21 U.S.C. 355(i)(4)) (or under any antecedent

provi sion of |law or regul ations) that has been granted under that
section (or antecedent provision of |law or regul ati ons) before the
date of the enactnment of this Act (Cct. 17, 1998) for the

adm nistration of a drug to a nenber of the Arned Forces in
connection with the nenber's participation in a particular mlitary
operation may be applied in that case after that date only if -
"'(A) the Secretary of Defense personally determ nes that the

wai ver is justifiable on each ground on which the wai ver was



gr ant ed;

"'(B) the President concurs in that determnation in witing;
and

"'(C) the Secretary subnmits to the chairman and ranking
mnority menber of each congressional conmittee referred to in
section 1107(f)(4)(C of title 10, United States Code (as added
by paragraph (1)) -

"'*(i) a notification of the waiver;

"'(ii) the President's witten concurrence; and

"'*(iii) the Secretary's justification for the request or for
the requirenment under subsection 1107(a) of such title for the
menber to receive the drug covered by the waiver."'



